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November 17, 2010

Anthem Blue Cross of CA

Attn: Grievance and Appeals 
PO Box 60007

Los Angeles, CA 90060-0007

Tel (888)640-8649
Fax (818)234-8916
RE Review of claim for benefits for:

Patient: 

Subscriber: 


ID #: 

Group #: 

Dear Grievance and Appeals Board:  


On September 29, 2010, I received a denial of coverage from Anthem Blue Cross for my requested Laparoscopic Sleeve Gastrectomy (“SG”) for the treatment of morbid obesity.  The denial was based on Anthem’s Corporate Medical Policy for Clinically Severe Obesity Surgery (“Medical Policy”)
 that finds SG “investigational and not medically necessary”.  The denial letter states that the basis for denial is that “Medical studies do not show that this service is as good or better than standard alternatives such as the Lap-Band or stomach bypass”. Upon review of the Medical Policy and current research, I respectfully submit this letter, which shall serve as my first level of appeal for treatment.  
Per the original denial letter, Anthem continues to acknowledge that “The information we have shows that you have undergone extensive work up and that you are a candidate for other surgical procedures for weight loss”. This demonstrates I satisfied the criteria for bariatric surgery described in the Medical Policy. Although bariatric surgery, specifically Lap-Band and Roux-en-Y Gastric Bypass (“RNY”), are covered procedures, I am appealing for approval of the SG as a stand-alone procedure because of my existing medical conditions, specifically; Costochondritis, Migraine Headaches, Carpal Tunnel Syndrome in my right hand, Primary Dysmenorrhea and Menorrhagia. Because of these conditions, I require the use of non steroidal anti-inflammatory drugs (“NSAIDs”) on a daily basis. The use of NSAIDs is contraindicated after Roux-en-Y Gastric Bypass, due to the increased risk of Perforated Marginal Ulcers (“PMU”). Based on my review of the scientific literature, I am not interested in pursuing a Lap-Band based on the high number of revisions and complications that the data show are prevalent.
  
Moreover, the reliable evidence about SG that has been issued since the Medical Policy was last revised demonstrates that SG is effective, safe, and constitutes acceptable medical practice.  For these reasons and those stated below, I ask Anthem to overturn its denial of coverage for SG in my case.
I.
Developments since November 19, 2009
Since Anthem last revised its Medical Policy regarding Investigational Criteria on November 19, 2009, the American Medical Association granted a CPT code for SG. Numerous peer-reviewed studies have been published or are scheduled to be published supporting the use of SG as a treatment of morbid obesity; and several major insurance companies, including Anthem Blue Cross in other U.S. States, now provide coverage for SG.  These developments are discussed below.
A.
American Medical Association Grants SG a CPT Code Meaning SG is not Investigational or Experimental.
Granting of a CPT code by the American Medical Association (AMA) is significant because it means the procedure has satisfied criteria demonstrating, in part, a procedure’s efficacy and acceptance by the medical field.  The AMA will not grant a CPT code unless five criteria are met:
In developing new and revised Category I codes the CPT Advisory Committee and the CPT Editorial Panel requires:

· that the service/procedure has received approval from the Food and Drug Administration (FDA) for the specific use of devices or drugs;

· that the suggested procedure/service is a distinct service performed by many physicians/practitioners across the United States;

· that the clinical efficacy of the service/procedure is well established and documented in U.S. peer review literature;

· that the suggested service/procedure is neither a fragmentation of an existing procedure/service nor currently reportable by one or more existing codes; and

· that the suggested service/procedure is not requested as a means to report extraordinary circumstances related to the performance of a procedure/service already having a specific CPT code.
 
Thus, when the AMA grants a CPT code, it means that two panels of medical experts have determined, as relevant to SG, that SG is a distinct service performed by surgeons across the United States and that SG efficacy is well established and documented in U.S. peer reviewed literature.  Consequently, if a procedure did not meet these criteria, it is reasonable to assume that it more likely than not is investigational.  Such is not the case here. 
The AMA’s criteria to grant CPT codes are consistent with Anthem’s criteria to determine if a procedure is investigational. Anthem’s Medical Policy
 defines experimental and/or investigational:
Experimental and/or “Investigational” means that the procedure, treatment, supply, device, equipment, facility or drug (all services) does not meet one or more of the following criteria:
· have final approval from the appropriate government regulatory body; or

· have the credible scientific evidence published in peer-reviewed medical literature generally recognized by the relevant medical community which permits reasonable conclusions concerning the effect of the procedure, treatment, supply, device, equipment, facility or drug (all services) on health outcomes; or

· be proven materially to improve the net health outcome; or

· be as beneficial as any established alternative; or

· show improvement outside the investigational settings.

The Plan Document provides guiding principles for evaluating if a treatment is investigational. Relevant to Anthem’s denial is the principle addressing reliable medical research:  

In addition to the above criteria, the Medical Policy & Technology Assessment Committee (MPTAC) will consider recommendations of national physician specialty societies, nationally recognized professional healthcare organizations and public health agencies, and in its sole discretion, may consider other relevant factors, including information from the practicing community.

The AMA’s grant of a CPT code for SG constitutes reliable evidence from medical experts, who are part of a major governing body for medical professionals, that SG constitutes “accepted medical practice properly within the range of appropriate medical practice under the standards of the case and by the standards of a reasonably substantial, qualified, responsible, relevant segment of the medical community.”  This finding can only reasonably lead to the conclusion that SG is neither investigational nor experimental; rather it is an accepted medical practice throughout the United States.  The AMA’s grant of a CPT code for SG demonstrates the procedure is no longer investigational or experimental.
B. The Scientific Literature Demonstrates SG is not Investigational

The Anthem Medical Policy itself reflects that SG should be an approved bariatric option:
“In November 2009, the American Society for Metabolic and Bariatric Surgery (“ASMBS”) updated its position statement on Sleeve Gastrectomy (“SG”) to state that it has now, “Accepted SG as an approved bariatric surgical procedure, primarily because of its potential value as a first-stage operation for high-risk patients with the full realization that successful long-term weight reduction in an individual patient after SG would obviate the need for a second-stage procedure.” 
 
The Medical Policy continues to state “There are relatively few randomized comparative studies evaluating the relative risk and benefit of each of the surgical options. Furthermore, long-term results (>6 years) are not abundant for any of the bariatric procedures.”  
This second statement does not reflect the volumes of subsequent reliable evidence demonstrating that the prevailing opinion among medical experts is that the safety and efficacy of SG are comparable with gastric bypass and surpasses that of lap banding.  Search results from the United States National Library of Medicine
 as of July 2010, produced over 370 published studies related to SG, with over 58 studies published or scheduled to be published in 2010 alone.  A review of the abstracts of relevant studies reveal that the authors support SG as a primary treatment for morbid obesity and that several new peer-reviewed studies include long-term data demonstrating, improvement of co-morbidities,
 improved quality of life, and satisfactory weight loss six years following SG.
  I have provided citations to some of these studies in the footnotes for your convenience.  The current, peer-reviewed medical literature demonstrates that SG is no longer investigational or experimental, and is supported by documentation of long-term results.
C.
Surgeons Support the use of SG as a Primary Treatment for Obesity

The Medial Policy also does not reflect the findings of two International Consensus Summits for Sleeve Gastrectomy.  The first of these summits were held in October 2007
 and the second in March 2009.
   At the 2009 conference, the audience of medical professionals when polled about SG, responded that there was enough evidence published to support the use of SG as a primary procedure to treat morbid obesity and indicated that it is on par with adjustable gastric banding and Roux-en-Y gastric bypass, with a yes vote at 77%.
   The third annual summit is scheduled for December, 2010 in New York.

Also, the ASMBS updated its position statement on SG on November 9, 2009. The revised position statement includes 21 additional studies following 1,795 patients with follow-up data available for 5 years for some patients after undergoing SG. The purpose of ASMBS’s updated statement was to review available data regarding the “safety, efficacy, and durability of the SG procedure as a primary or staged operation.  The data reviewed came from published, peer-reviewed scientific evidence and expert opinion.”
 The ASMBS found justification to recommend SG as an ASMBS-approved bariatric procedure, and notes several studies that suggest the medical and insurance community should review its statements of denial. 

Sufficient studies, constituting reliable evidence, demonstrate the efficacy and safety of SG and that it constitutes acceptable medical practice.  Health insurance companies are reversing their prior determinations that SG is investigational and are now offering coverage of SG to treat morbid obesity.  These insurers include BCBS Federal program, United Healthcare, Aetna, Kaiser Permanente California, Cigna, and most recently, BCBS of Illinois
 in July 2010 and BCBS Wellmark of Iowa 
 in October 2010.
II. SG is indicated for my medical conditions.
I am seeking SG because of my medical history, specifically; Costochondritis, Migraine Headaches, Carpal Tunnel Syndrome in my right hand, Primary Dysmenorrhea and Menorrhagia. Because of these conditions, I require the use of NSAIDs on a daily basis. Since these are not specifically weight related conditions, and likely will not be resolved by weight loss, the prospect of never being able to take NSAIDs again with an RNY are daunting, to say the least. My physician has provided under separate cover the reasons that SG is medically necessary for my medical conditions.  

In addition, I am concerned about the malabsorptive side effects of RNY, as well as, the potential for dumping syndrome that can occur. Because SG preserves the pyloric sphincter and the upper portion of the small intestine, the complications of dumping and malabsorption are not present.
 The complications associated with Lap-Band, including wear, slippage, fill/port problems and the fact that you have a foreign object within your body for a lifetime, are all negative factors. Even doctors who perform joint replacement and other similar surgeries note that the lifetime of these objects is not equal to the lifetime of the patient, and will often require additional surgeries after 10 – 15 years. 
III.
Conclusion

I believe in maintaining a balance of health with exercise and good food choices that match the studies supported by the national health standards. Being unable to process certain foods or absorbing vitamins is not something I feel is healthy for myself. I believe the restrictive process of reducing my stomach size will allow me to return to the most normal, healthy eating pattern, with fewer calories, maintaining my ability to intake medications and process vitamins. I have successfully lost weight several times on healthy, restrictive diets such as Weight Watchers and portion/calorie control. Each such time, it is impossible to maintain, as I feel I am “starving”. Due to the removal of the fundus during SG, production of Ghrelin is reduced and results in the loss of that intense hunger feeling. I believe that SG would allow me to restrict my intake, follow a healthy diet, and not feel as if I am “starving to death.” 
After extensive personal research and review of several surgical procedures, weighing the risks and advantages of such a significant and life-altering action on my part, my surgeon, physicians, and I feel the SG is the best option for me. Since the Medical Policy’s effective date, significant peer-reviewed research has been published, demonstrating that SG is on par with gastric bypass and in many cases, surpasses the efficacy of the lap band. Based on the information presented in my appeal statement, I respectfully request that Anthem reverse its denial of coverage for SG for treatment of my morbid obesity.

Thank you for your consideration,
Name
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